
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF CO! 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 13-1450 
www.uspto.gov 




APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



09/269,897 



1109 



04/02/1999 



7590 08/05/2005 

ANDERSON, KILL & OLICK, P.C. 
1251 AVENUE OF THE AMERICAS 
NEW YORK,, NY 10020-1182 



KATSUMI AOYAGI 



4047 



1769 



EXAMINER 



ZEMAN, ROBERT A 



ART UNIT 



PAPER NUMBER 



1645 

DATE MAILED: 08/05/2005 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



O/f/ce Action Summary 


Application No. 

09/269,897 


A nnlir3nf/c\ 
MppilCaril\9^ 

AOYAGl ET AL. 


Examiner 

Robert A. Zeman 


Art Unit 

1645 





The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114 was filed in this application 
after appeal to the Board of Patent Appeals and Interferences, but prior to a decision on the 
appeal. Since this application is eligible for continued examination under 37 CFR 1.1 14 and the 
fee set forth in 37 CFR 1 . 1 7(e) has been timely paid, the appeal has been withdrawn pursuant to 
37 CFR 1 . 1 14 and prosecution in this application has been reopened pursuant to 37 CFR 1.114. 
Applicant's submission filed on 5-13-2005 has been entered. 

The amendment filed on 5-13-2005 is acknowledged. Claims 1 1, 37 and 41 have been 
amended. Claims 4, 1 1-12, 34, 37-38 and 41 are pending. Claim 12 remains withdrawn from 
consideration as being drawn to a nonelected invention. Claims 4, 1 1, 34, 37-38 and 41 are 
currently under examination. 

Claim Rejections Withdrawn 

The rejection of claims 4, 1 1, 34, 37-38 and 41 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement is withdrawn in lieu of the 
rejection set forth below. 

The rejection of claims 11, 37 and 41 under 35 U.S.C. 112, second paragraph, as being 
rendered vague and indefinite by method steps (1) and (2) is withdrawn in light of the 
amendment thereto. As amended steps (1) and (2) are now linked by claim language. 
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Claims 1 1, 37 and 41 under 35 U.S.C 1 12, second paragraph, as being rendered vague 
and indefinite by the use of the phrase "reaction buffer" is withdrawn. The term reaction buffer is 
limited to a solution consisting of guanidine hydrochloride, HCL, Triton X 100 and Tween 20 
and wherein the reaction buffer consists of 100 mM sodium phosphate buffer, pH 7.3, containing 
0. 15 M NaCl, 1% BSA, 0.5% Casein-Na, 0.05% Tween 20 and 1 M Tris (as defined on page 48 
of the specification). 

New Grounds of Rejection 
35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 4, 1 1 , 34, 37-38 and 41 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for methods of detecting HCV in a biological sample by 
treating said sample with a "treatment solution" and a "reaction buffer" wherein said "treatment 
solution" inactivates antibodies present in the sample and consists of guanidine hydrochloride, 
HCL, Triton X 100 and Tween 20 and wherein the reaction buffer consists of 100 mM sodium 
phosphate buffer, pH 7.3, containing 0. 15 M NaCl, 1% BSA, 0.5% Casein-Na, 0.05% Tween 20 
and 1 M Tris (as defined on page 48 of the specification), does not reasonably provide 
enablement for methods of detecting HCV utilizing treatment solutions or reaction buffers other 
than those set forth above or any methods for detecting HBV. The specification does not enable 
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any person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make/use the invention commensurate in scope with these claims. 

The instant claims are drawn to methods of detecting HCV or HBV in a biological 
sample by treating said sample with a "treatment solution" wherein said "treatment solution" 
inactivates antibodies present in the sample (see step 1 of claimed methods). Said sample is then 
subjected to an immunoassay that utilizes an antibody probe after the treated sample is added to a 
reaction buffer. 

The specification gives no guidance as to what combination of components, other than 
those set forth above, would result in a treatment solution that would inactivate the endogenous 
antibodies present in the biological sample (step 1 of the claimed methods) but not inactivate the 
antibody probe subsequently used in the immunoassay (step 2 of the claimed methods). 
Moreover, the specification is silent as to what, other than those components set forth on page 48 
of the specification, constitutes a "reaction buffer". The specification is equally silent on which 
antibody probes, if any, would be impervious to the inactivating properties of the claimed 
"treatment solution". Applicant has argued "Applicant has been able to detect an antigen of HCV 
and HBV with a high degree of sensitivity". However, contrary to that assertion, only one 
working example (example 10) utilizes both a reaction solution and a reaction buffer. While the 
skill in the art of immunology, chemistry and protein chemistry is high, one of skill in the art 
would not be able to contemplate what combination of treatment solution components, reagent 
buffer components and antibody probe (other than those set forth above) would meet the 
limitations of the claimed methods since the antibody probe (which must remain functional in 
order to be used to detect viral antigens in the immunoassay) and the endogenous antibodies 
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(which must be inactivated) are exposed to the identical conditions. Since, one of skill in the art 
would not readily be able to predict the effects of a given solution ( i.e. that the solution 
inactivated the endogenous antibodies present in the sample but not inactivate any antibody 
probe), he/she would not be able to make the treatment solution or reaction buffer (other than 
those set forth above) needed to perform the claimed method without undue experimentation. 
Consequently, the specification is only enabling for methods of detecting HCV in a biological 
sample by treating said sample with a "treatment solution" and a "reaction buffer" wherein said 
"treatment solution" inactivates antibodies present in the sample and consists of guanidine 
hydrochloride, HCL, Triton X 100 and Tween 20 and wherein the reaction buffer consists of 100 
mM sodium phosphate buffer, pH 7.3, containing 0. 1 5 M NaCl, 1 % BSA, 0.5% Casein-Na, 
0.05% Tween 20 and 1 M Tris (as defined on page 48 of the specification). It should be noted 
that the concentrations of solution components in HBV and HCV solutions differ (see Examples 
4, 5, 6, 10 and 14). Moreover, the specification discloses no examples utilizing the combination 
of a "treatment solution" and a "reaction buffer". The only Example drawn to HBV utilizes a 
"treatment solution" only. Consequently, the specification is not enabling for any method of 
detecting HBV. 



Conclusion 



No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Zeman whose telephone number is (571) 272-0866. 
The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . 

Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




ROBERTA. ZEMAN 
PATENT EXAMINER 

August 3, 2005 



